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12 August 2009 (1 2-08 -2009) 



Applicant 

BIOVAIL LABORATORIES INTERNATIONAL . 



fx] The applicant is hereby notified that the international search report and the written opinion of the International Searching 
Authority have been established and are transmitted herewith. 

Filing of amendments and statement under Article 19; 

The applicant Is entitled, if he so wishes, to amend the claims of the international Application (see Rule 46): 
When? The time limit for tiling such amendments is normally two months from the date of transmittal of the 
International Search Report. 

Where? Directly to the international Bureau of WIPO, 34 chemin des Colombettes 

1 21 1 Geneva 20, Switzerland, Fasoimiie No.: (41 -22) 338.8270 
For more detailed instructions, seethe notes on the accompanying sheet. 

[~ J The applicant is hereby notified that no international search report will be established and that the declaration under 
Article 1 7(2)f» to that effect and the written opinion of the international Searching Authority are transmitted herewith. 

[ | With regard to 3ny protest against payment of (an) addition* tee(s) under Ruie 40.2, the applicant is notified that: 

[ 1 the protest together with the decision thereon has been transmitted to the International Bureau together with the 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices, 
no decision has been made yet on the protest; the applicant wifl be notified as soon as a decision Is made. 

Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
international Bureau If the applicant wishes to avoid or postpone publication, a notice ot withdrawal of the international 
application, or of the priority claim, must reach the International Bureau as provided in Rules 90£>rs.1 and 90M&3, respectively, 
before the completion of the technical preparations for international publication. 

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of suoii comments to ail designated Offices unless an 
international preliminary examination report has been or is io be established. These comments would also be made available to 
the public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect ot some designated Offices, a demand for international preliminary 
examination must be filed It the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date {in some Offices even Safer); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 18 
months. 

See the Annex to Form PCT/iB/301 and, for details about the applicable time limits, Office by Office, see the PGT Applicant 
Guide, National Chapters. 



Name and mailing address of the international Searching Authority 

" European Patent Office. P. 8. 5818 Paterrttaan 2 
NL-2280 HV Rijswijk 
Tel. (+31-70) 340-2040 
.Fax: (+31 -70) 340-301 6 



Authorized officer 

GERBER, Joelfe 

Tel: +31 (0)70 340-2434 



Form PCT/I5A/220 (duly 2009) 



(See notes on aotsompanyfng sheet) 



NOTES TO FORM PCT/tS A/220 

These Notes are intended to give the basic instructions concerning the filing of amendments under article 1 9. "S he 
Notes pre based on the reauirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, She latter are applicable. For more 
detailed information, see also She PCT Applicant's Guide. 

in these Notes. '■Article", "Rule", and "Section" refer to the provisions of the PCT, the PCT Regulations and the PCT 
Administrative Instructions, respectively. 

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the international search report and the written opinion of the Internationa! 
Searching Authority, "one opportunity to amend the claims of the international application. II should however be emphasized 
that, since all pans of the international application {clarms.description and drawings) may be amended during the 
international preliminary examination procedure, there is usually no need to file amendments of the claims under Article 19 
except where, e.g. the applicant wants the latter to be published for the purposes of provisional protection or has another 
reason for amending the claims before international publication. Furthermore, it should be emphasized thai provisional 
protection is available in some States only (see PCT Applicant's Guide, Annex B). 

The attention of the applicant is drawn to the fact that amendments to the cSaims under Article 19 are not allowed where 
the international Searching Authority has declared, under Article t7{2). that: no international search report would be 
established {see PCT Applicant's Guide, International Phase, paragraph 206). 



What parts of the international application may be amended? 

Under Article 19, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended} under Article 34 before the 
International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the international Examining Authority. 

Upon entry Into the nalional phase, ail parts of the international application may be amended under Article 28 or, 
where applicable, Article 41 . 



When? Within 2 months from the date of transmittal of the international search report or 1 6 months from the priority date, 

whichever time limit expires later, it should oe noted, however, that the amendments will be considered as having 
been received on time if they are received by the International Bureau alter She expiration of the applicable time 
limit but before the completion of the technical preparations for international publication {Rule 4(5,1 ). 



Where not to file the amendments? 

The amendments may only be filed with the international Bureau and not with the receiving Office or the 
international Searching Authority (Rule 46.2). 

Where a demand tor international preliminary examination has been/is filed, see below, 



Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of one 
or more of the claims as filed. 

A replacement sheet or sheets containing a complete set of ciaims in replacement of all the claims previously filed 
must be submitted. 

Where a claim is cancelled, no renumbering of the other claims is required. In ail cases where ciaims are 
renumbered, they must be renumbered consecutively in Arabic numerals {Sectors 205(a)). 

The amendments must be mads in the ianguage in which the international application is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The amendments must be submitted with a tetter. 

Tits letter will not be published with the international application and the amended ciaims. It should not be 
confused with the "Statement under Article 19(1}" (see below, under "Statement under Article 1 9(1 }"}, 

The letter must be in English or French, at the choice of the applicant. However, if the language of the 
international application is English, the letter must be m English; if the language of the international application 
is French, She letter must be in French. 



Notes to Form PCT/iSA/220 {first sheet) (July 2009) 



BNSDOCO: <XS_„._ .20100801 1P4. 1.. > 




MOTES TO FOHM FCT;1SA?2S0 (continued} 



The.tettsr must indicate Ihe differences between the ciaims as fifed and the ciaims as amended, it must, m 
particular, indicate; in connection with sash claim appearing in the imernationa! application (it being understood 
mat identical indications concerning several ciaims may be grouped), whether 

(ij the claim is unchanged; 

(ii) the claim is cancelled; 

(<ii) trie claim is new; 

(w) the claim replaces one or more claims as filed; 

(v) the claim is the result of the <jivisior! of a ciaim as filed. 



The icsikswing examples illustrate the manner En which amsndmeirtts must be explained m the 
aecsmpanymg letter-, 

1 . Where orioiriaily there wars 48 claims and after amendment of soma ciaims there are 51 ): 
'Claims 1 to 29, 31 , 32, 34, 35, 37 to 48 i^plgceci by amended ciaims bearing the same numbers; 
claims 30, 33 and 36 unchanged; rsew claims 43 to 51 added." 

2. [Where originally there were 1 5 ciaims and after amendment of all claims there are 1 1 j: 
"Claims 1 fe 15 replaced by amended claims 1 to T V" 

3. jWhera originally there were 14 Calms and the amendments consist In canceling some ciaims and in adding 
new claims]: 

"Ciaims 1 to S and 1 4 unchanged; claims 7 to 1 3 cancelled; new claims »b. 16 and 1 7 addea. ' or 
"Claims 7 to 1 3 cancelled; new ciaims 15, 16 -and 37 added; ail other ciaims unchanged." 

4. (Where various kinds d! amendments are made]; 

"Claims 1-10 unchanged; ciaims I ; to 13, 18 and 19 cancelled; ciaims 14, 1 S 3nd 16 replaced by amended 
claim 14; claim 1 7 subdivided into amended ciaims 15. !6 and 17; .new claims 20 and 21 added." 



"Statemenl under article 19{1)" (Bule 46.4) 

The amendments may be accompanied bv a statement explaining the amendments and indicating any impact 

that such amendments might have on the deviation arid Ihe drawings (which cannot be amended under Article 13(1)). 



The statement will be published with the international application and the amended ciaims. 
H mast be in the language in which the international application is to be published. 
It must be brief, not exceeding 500 words if in English or 8 translated into English^ 

It should not be contused with and does not replace the letter indicating the differences between the claims as filed 
and as amended. It must he filed on a separate sheet arid must be identified as such by a heading, preferably by 
using the words "Statement under Article 19(1}." 

it may not contain any disparaging comments on the international search report or ihe relevance of citations 
contained in that report . Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence if a demand for international preliminary examination has already been filed 

If, al the time of iiiing any amendments and arty accompanying statement, under Article 19, a demand for 
international preliminary' examination has already been submitted, ihe applicant must preferably, al the lime of 
filing the amendments (and any statement } <w«h the International Bureau, also fife with Ihe Msrnatksnai 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the procedure before mat Authority (see Rules 55.3(a) and 62.2, first 
sentence), for furlber information, see the Notes to the demand form (PCT7IPEA/401 ). 

If a demand for International preliminary examination is made, the written opinion of the International Searching 
Authority will, except in certain cases where the International Preliminary Examining Authority did not act as 
International Searching Authority and where it has notified the International Bureau under Rule 66. 1 feis(b), be 
considered lo be a written opinion ol the internationals Preliminary Examining Authority. If a demand is made, the 
applicant may submit to the'lnternationaS Preliminary Examining Authority a reply to the written opinion together, 
where appropriate, with amendments before the expiration of 3 months from the date of mailing of Form 
j PCT/KSA/220 or before the expiration Of 22: months from the priority dale, whichever expires iater (Rule 430fs,1 (c)). 



Consequence with regard to translation erf the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of tie ciaims as 
amended under Article iS may have lobe lurnished io the designated/electee Offices, instead of, or in addition to, 
the translation of the ciaims 3s filed- 

For further details on Ihe requirements el each designated/elected Off ice. see the PCT Applicant's Guide, 
National Chapters. 



Motes to Form PCT/ISA/220 (second sheet) (July 2003) 
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PATENT COOPERATION TREATY 



INTERNATIONAL SEARCH REPORT 
(PCT Article 18 and Rules 43 and 44) 



Applicant's or agenfs fife reference 
P4 052 0WO- 01 


FOR FURTHER see Form p C .t/isa/220 

ACTION as "*' e!i as ' *'bere applicable, item 5 below. 


international application No, 
PCT./GB2C09/051013 


international fifing date (day/month/year) 
12/08/2009 


(Earliest) Priority Date (day/montiv'year) 
12/08/2008 


Applicant 

BTOVAIL LABORATORIES INTERNATIONAL . . . 



This international search report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the international Bureau. 



This international search report consists ot a total of _ 



. sheets. 



It is also accompanied by a copy of each prior art document cited in this report. 



I. Basis of the report 

a. With regard to the language, the international search was carried cut on the basis of: 
fx] the international application in the language In which it was filed 
| | a translation of the Internationa! application into . 



. , which is (he language 



3. 



□ 



of a translation furnished tor the purposes of international search (Rules 1 2.3(a) and 23.1(b)) 

This International search report has been established taking into accout n the rectification ot art obvious mistake 
authorized by or notified to this Authority under Rule 91 (Rule 43.6b/s(a)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. 
Certain claims were found unsearchable (See Box No. IS) 
Unity of invention is lacking (see Box No Mi) 



4. With regard to the title, 

I | the text is approved as submitted by the applicant 
fx[ the toxt has been established by this Authority to read as follows: 
PHARMACEUTICAL COMPOSITIONS KITH TSTRABENAZINK 



5. With regard to the abstract, 

[x] the text is approved as submitted by the applicant 

CZl ?fle !e>:1 nas beefl established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV, The applicant 
may, within one month from the date of mailing of this international search report, submit comments to this Authority 

8. With regard to the drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. 

[ | as suggested by the applicant 

[_J as selected by this Authority, because the applicant failed to suggest a figure 
j | as selected by this Authority, because this figure better characterizes fhe invention 

b. fx] none of the figures is to be published with die abstract 



Form PCT/ISA/210 (first sheet) (July 2009) 



INTERNATIONAL SEARCH REPORT 



International application No 

PGT/GB2009/051013 



A, CLASaPiCATiONDF SUBJSCT MATTER . 

INV. A61K9/16 A61K9/20 
A61P25/14 



A61K9/28 



A6IK9/50 



A61K31/4375 



According to International Pale™ Ciassjdcalion ( iPQoftoj >ot(i 'national ctessitteaifion and IPG 



B. PIB.DS SEARCHED. 
Mirifffiuni documentation searches! (ciasafscaiion svsiem followed by classification symbols') 

A61K 



Documentation searched «her than minimum documentation to the extent thai such documents ate included in Hie fields searched 



Electronic data base consulted during trie international search (name ef data basse and, where practical, search terms used) 

EpO-lnternal , CHEM ABS Data, WP-I Data 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* Citation of document, wiih iitdicaSion. where appropriate, oi the relevant passages 



Relevant so claim No. 



infO 2007/007105 Al (CAMBRIDGE LAB IRELAND 
LTD fIE3; TRIDGETT ROBERT [GB] ; FILLOUX 
THIERRY) 18 January 2007 (2007-01-18) 
the whole document 



1-42 



W0 2006/063030 Al (COLLEGIUM 
PHARMACEUTICAL INC [US]; RARIY ROMAN V 
[US]; HEFFERNAN M1CHA) 
29 June 2006 (2006-06-29) 
the whole document 



WO 2008/079404 A2 (SPHERICS INC [US]: 
WANS I A AVI NASH [US] ; JACOB JULES [US]; YEH 
JAMES [U) 3 July 2008 (2008-07-03) 
the whole document 



1-42 



Further documents am BMetf in She continuation of Box G. 



Bee patent famiiy annex. 



* Special categories of cited documents : 

•A* document denning the general state oS the ad which is not 

considered to be of particular relevance 
'6* earlier document bul published on or after foe international 

filing date 

*L' document whteh may throw ■doubts on priority claim® or 
which is cited to establish the publication date of another 
citation o-r other special reason (as specifiers) 

•O* document referring 10 an oral disciosstte.: use., exhibition or 
other means 

'P' document published prior to She international filing date but 
later than 'he priority sale claimed 



■T" later document published aiter the intemaSorial filing date 
or priority date and not In conflict wiih the application bit! 
cited to understand the principle or theory underlying She 
invention 

'X* document of particular relevance; the claimed invention 
cannot he considered novel or cannot be considered to 
invofve an inventive step when the document is taken alone 

"Y" documentor particular reievance; the dasrned invention 

cannot be considered to involve an invshlive step when she 
docutrsasit -is combined wiih one or more other such dacu- 
mants, »K*i combination being obvious to a person skilled 
in the art . 

*&* document member of 'he same patent famify 



Dale of ihe actual completion oi ihs international search 



1 October 2010 



ate of mailing of the rntsmaSSonai search resort 



08/10/2010 



Kama and mailing address ot ihe SSA' 

European Patent Office, P.S. 68T8 Patssiriaana 
ML - 2280 HV Hiiswijk 
Taj.' (+31-70) 340-2040, 
Pax: (+31-70) 3*0-3016 



Au nonzed c";eer 



Gl ikman , J 



Form FCT.'ISiVslO .(second sheet) (April 2006) 



INTERNATIONAL SEARCH REPORT 

Information on patent family members 



!ntemat>£snas appMoatior* No 

PCT/GB2009/051013 



Patent document 
cited in search reoort 



Publication 
date 



Patent famiiy 
members) 



WO 2007007105 Al 



18-01-2007 



WO 2006069030 Al 



29-06-2006 



2008079404 A2 03-07-2008 



Pubfication 
date 



AT 


409481 


T 


15-10- 


2008 


AU 


2QQ6268098 


Al 


18-01- 


-2007 


CA 


2615077 


Al 


18-01- 


■2007 


CN 


101282726 


A 


08-10- 


-2008 


DK 


1885363 


T3 


08-12- 


-2008 


EP 


1885363 


Al 


13-02- 


-2008 


EP 


2027861 


Al 


25-02- 


-2009 


ES 


2314931 


T3 


16-03- 


•2009 


HK 


111 1085 


Al 


05-06- 


2009 


HR 


20080677 


T3 


28-02- 


-2009 


JP 


2009501202 


T 


15-01- 


-2009 


KR 


20080030666 


A 


04-04- 


-2008 


NZ 


565522 


A 


30-04- 


-2010 


PT 


1885363 


E 


08-01- 


-2009 


SI 


1885363 


Tl 


28-02- 


-2009 


OS 


2008319000 


Al 


25-12- 


-2008 


ZA 


200800905 


A 


28-04- 


-2010 


AU 


2005319367 


Al 


29-06- 


-2006 


CA 


2590802 


Al 


29-06- 


-2006 


CN 


101132777 


A 


27-02- 


-2008 


EP 


1833467 


Al 


19-09- 


•-2007 


JP 


2008524332 


T 


10-07- 


-2008 


KR 


20070087678 


A 


28-08- 


-2007 


US 


2008200508 


Al 


21-08- 


-2008 


AU 


2007338631 


Al 


03-07- 


-2008 


CA 


2673511 


Al 


03-07- 


-2008 


EP 


2063867 


A2 


03-06- 


-2009 



Form rCT'i:>A'£lO (patent famiiy annpsc) (Aprir 



'ERNATIONAL SEARCH REPORT 

infcrstiaiion on patent famisy membsrs 



Patent document 
cited in search rscorf 



PuijfteaSion 
date 




ir.fsrriatlorsaj appiicaSson ^So 

PCT/US2007/026336 



Patent famiiy 
member(s) 



WO 2006039022 A 



13-04-2006 EP 



1739024 A2 



Publication 
date 



30-05-2007 



WO 2006026556 






V I 










US 5607969 

— . — 


A 


G4-03--1997 


NONE 










US 6166081 




A 

-~ 


26-12-2000 


NONE 




— * — 








US 2004167216 


Al 


— — — — — 

26-08-2QQ4 




NONE 








™~-~— 


US 6365187 


62 


02-04-2002 


US 


2001016210 Al 


23- 


-08- 


-2001 


m 2007002516 


A 


04-01-2007 


AU 


2006261893 Al 


04- 


-01- 


-2007 








CA 


2613107 Al 


04- 


-01- 


-2007 








CA 


2613631 Al ■ 


04- 


-01- 


-2007 








EP 


1901720 A2 


26- 


-03- 


-200 8 








EP 


1901721 Al 


26" 


-03- 


-2008 








US 


2008299204 Al 


04- 


-12- 


-2008 


W0 2008002471 


A 


03-01-2008 


NONE 











Four, PCT.'iSA/sio (paten! family annex) (Apia 2005) 
BN-SDOCID: <WG aOQSOV*S.1iMA3_!,_? 



PATEMT COOPERATION TREATY 



From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 



see form PCT/!8A>22D 



PGT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



(PCTRuie43f>fe.1) 



Applicant's or agents file reference 

see form PGT/iSAfi2Q 



fete of mailing 

(dcyrncnthtyesr) see form PCTOSASIO {second sheet) 



FOB FURTHER ACTION 

See paragraph 2 below 



international a»piioation No. 
PCT/3B2G0&C51013 



international filing state (day.-rnonthfyear) 
12.08.2009 



Priority date (day/toontlvyear) 
12.08.2008 



snternationai Patent Classification (IPC) or both naiionai classification and IPC 

iNV. A61 K9/1 6 A61 K9/20 A61 K0S8 A61 K9/50 A61 K3 1/4375 A61 P25/14 



Applicant 

8IOVAIL LABORATORIES INTERNATIONAL 



1. This opinion contains indications relating to tha following items: 

IEl Box Mot ! Basis of the opinion 
□: Box No. Si Priority 

O Bbx No, ill Non-establishment of opinion with regard to noveEty, inventive step arid Industrial applicability 
P Box No. IV Lack of unity of invention 

l3 Box Np>. V Reasoned, statement under Rule 43oi's.1 (a;<{i} with regard to novelty, inventive step and industrial 
applicability; citations and explanations supporting such statement 

Q Box No. VI Certain documents cited 

O Box No. Vil Certain defects in the international application 

JSF Box No, VIM Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the? International Preliminary Examining Authority ("SPEA") except that this does not apply where 
the applicant chooses an Authority other than this one to be the iPEA and the chosen IPtA has notifed the 
international Bureau under Rule 66.1 Ms(b) that .vrstten opinions of this international Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months 
from the date of mailing of Form PCTlSA£20 or before the expiration of. 22 months from the priority date, 
whichever expires later, 

for further options, see Form PGT/iSA,22G. 

3. For further details, see notes to Form PGJSSiKQ.20. 



Mama and mailing address of the ISA: 



European Patent Office 
P. 8. 581 3 Patentiaan 2 
NL-2280 HV Rijswijk ■ Pays Bas 
Tei. m 70 340 - 2040 
Fax: +31 70 340-3016 




Sate of completion of 
this opinion 

see form 
PGTVlSAjStO 



Authorized Officer 



Giikman, J 



Telephone Ho. 4-31 70 340-3055 




I 



Form PCT/ISAfi37 (Cover Shest) (July 2009) 



WRITTEN OPINION OF THE international application No. 

ERNATIONAL SEARCHING AUTHORITY PCT/GB2009/051 013 



Box Mo. I Basis of the opinion 

1 . With regard to the language, this opinion has been established on the basis of: 
IE3 the international application in the language in which it was filed 

□ a translation of the international application into , which is the language of a translation furnished for the 
purposes of international search {'Rules I2:3{a) and 23.1 [ty). 

2. □ This opinion has been established taking into account the rectification of an obvious mistake authorized 

by or notified to this Authority under Rule 31 (Rule 43b!S.l{a}} 

3. With regard to any nucleotide andbr amino acid sequence disclosed in the international application, this 
opinion has been established on the basis of a sequence listing filed or furnished: 

a. (means) 

□ on paper 

□ in electronic form 

b. (time) 

□ in the international application as filed 

D together with the international application in electronic form 
0 subsequently to this Authority for the purposes of search 

4. □ In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished, 

the required statements that the information in the subsequent or additional copies is identical to thai in the 
application as tiled or does not go beyond the application as filed, as appropriate, were furnished. 

5. Additional comments: 



Box ^o, V Reasoned statement under RuSe ^3£t/s.1(a)(6) with regard to novelty, inventive step or 
industrial applicability; citations and ex planations supporting su ch statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


4, 5, 11-18,20-23, 26-40 




Ho: 


Claims 


1-3, 6-10. 19, 24,25.41,42 


inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-42 


Industrial applicability (IA) 


Yes: 


Claims 


1-42 




No: 


C'airas 





2. Citations and explanations 
see separate sheet 



Form PCT/!SA/237 (April 2007) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Internationa] application No. 
PCT/GB2OO9051O13 



Box No. VI ti Certain observa tions on the interna tional applicati on „__„ 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see^eparatesteet 



Form PCOSA/237 (April 2007) 



WRITTEN OPINION OF THE Internationa! application No. 

INTERNATIONAL SEARCHING 

AUTHORITY (SEPARATE SHEET) PCT/GB2009/051013 



Reltem , V. 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 WO 2007/0071 05 A1 (CAMBRIDGE LAB IRELAND LTD) 1 8 January 

2007 

D2 WO 2006/063030 A1 (COLLEGIUM PHARMACEUTICAL INC) 29 June 

2006 

D3 WO 2008/079404 A2 (SPHERICS INC ) 3 July 2008 



1 , Present claims 25-40 relate to a method for treating patients in need of a therapy. 
Said method is considered as a therapy. The patentability can be dependent upon the 
Formulation of the claims. The EPO, for example, does not recognise as patentable 
claims to the use of a compound in medical treatment, but may allow claims to a 
product, in particular substances or compositions for use in a first or further medical 
treatment. 



2. The present application does not meet the criteria of Article 33(2) PCT, because 
the subject-matter of claims 1-3, 6-10,19, 24, 25, 41-42 is not new: 

Document D1 discloses a capsule made of dihydrotetrabenazine with lactose 
encapsulated in gelatin (see D1, page 65). Insofar as the term "tetrabenazine" of 
present claim 1 may be understood, it also relates to the tetrabenazine compound of 
D1 : see the present description, page 8, last paragraph, the term " the tetrabenazine 
can be... in the form of prodrugs and metabolites". See also the description, pages 
21 1 -21 3. Moreover an encapsulating agent such as gelatin is considered as a 
"release retarding agent" according to present claim 1 (see item VIII, point 1 , under). 
See also D1, p. 24, lines 21-24, where the release delaying agent is a coating agent 
such as a maleic anhydride copolymer. 

Document D1 is prejudicial to the novelty of the subject-matter of claims 1-3, 6-10, 19, 
24, 25, 41-42. 
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3. The present application does not meet the criteria of Article 33(3) PCT, because 
the subject-matter of claims 1-42 does not involve an inventive step. 

3.1 Document D1 is regarded as being the prior art closest to the present subject- 
matter. 

The subject-matter of claims 1-3, 6-10, 19, 24, 25, 41-42 is known from D1 (see point 
2 above) and cannot therefore rely on an inventive step in view of D1 . 

3.2 Dependent claims, the subject-matter of which may appear to be new in view of 
D1 , do not contain any features which, in combination with the features of any claim to 
which they refer, meet the requirements of the PCT in respect of inventive step. The 
solution proposed In said claims cannot be considered as involving an inventive step 
(Article 33(3) PCT) for the following reasons: 

- It is known to use antidyskinetics in delayed release forms: see also D2, claims 1 , 26 
(lines 29 on page 43), and claim 30, see D3, page 75, penultimate line and claims 1 
and 1 3. 

- The present subject-matter is either known from D1 or is an obvious variation of the 
subject-matter of D1 -D3 since it discloses dosage forms which are the mere 
combination of individual technical features known in the art of fighting involuntary 
movements, said dosage forms showing no unexpected technical effect: It is known 
that hydroxypropylmethylcelluiose (HPMC) of the present examples impart delayed 
release properties when used as an ingredient of solid dosage forms. 



Be Item VIM 

1 , The term "release-retarding agent" used in claims 1 and 42 is vague and unclear 
and leaves the reader in doubt as to the meaning of the technical feature to which it 
refers, thereby rendering the definition of the subject-matter of said claim unclear, Ar- 
ticle 6 PCT. There is no definition of said term in reference books such as 
encyclopedias, dictionaries, teaching manuals and textbooks. 
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2, Claim 1 9 does not meet the requirements of Article 8 PCT because the matter for 
which protection is sought is not ciearly defined. With the wording "that exhibits a food 
effect", the ciaim attempts to define the subject-matter in terms of the result to be 
achieved, which merely amounts to a statement of the underlying problem, without 
providing the technical features necessary for achieving this result. 
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3. The ternV'about" used in claims 1 0, 1 2, 1 4, 1 6-1 8 and 23 is vague and unclear 
and leaves the reader in doubt as to the meaning of the technical feature to which it 
refers, thereby rendering the definition of the subject-matter of said claim unclear, Ar- 
ticle 6 PCT. 
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General For ail international applications filed on or after 01/01/2004 the competent 

information ISA will establish an iSR. It is accompanied by the WO- ISA. Unlike the 
former written opinion of the I PEA (Rule 66.2 PCT), the WO- ISA is not 
meant to be responded to, but to be taken into consideration for further 
procedural steps. This document explains about the possibilities. 



Amending claims Within 2 months after the date of mailing of the iSR and the WO-ISA the 
under applicant may file amended claims under Art. 19 PCT directly with the 

Art. 1 9 PCT I nternat idnal Bureau of Wl PO. The PCT reform of 2004 did not change 

this procedure, For further information please see Rule 46 FCT as well as 
form PCT/ ISA' 220 and the corresponding Notes to form PCT/ ISA/220. 



Filing a demand In principle, the WO-ISA will be considered as the written opinion of the 
for international IPEA, This should, in many cases, make It. unnecessary to file a demand for 
preliminary international preliminary examination. If the applicant nevertheless wishes 
examination to file a demand this must be done before expiry of 3 months after the 
date of mailing of the ISR/WO-iSA or 22 months after priority 
date, whichever expires later (Rule 54bis PCT). Amendments under Art, 
34 PCT can be fifed with the SPEA as before, normally at the same time as 
filing the demand (Rule 66.1 (b) PCT). 

if a demand for international preliminary examination is filed and no 
comments/amendments have been received the WO-ISA will b© transformed 
by the IPEA into ai IPRP (international Preliminary Report on Patentability) 
which would merely reflect the content of the WO-ISA, The demand can still 
be withdrawn (Art. 37 PCT), 



Filing informal After receipt of the ISR/WO-ISA the applicant may file informal comments 
comments on the WO-ISA directly with the International Bureau of Wl PO. These 

will be communicated to the designated Offices together with the I PRP 
(International Preliminary Report on Patentability} at 30 months from the 
priority date. Rease also refer to the next box. 



End of the At the end of the international phase the international Bureau of WIFO will 

International transform the WO-ISA or, if a demand was filed, the written opinion of the 
phase IPEA into the IPRP, which will then be transmitted together with possible 

informal comments to the designated Offices, The IPRP replaces the former 

I PER (international preliminary examination report). 



Relevant PCT Rule 43 PCT, Rule 43bis PCT, Rule 44 PCT, Role 44bis PCT, PCT Newsletter 

Rules and more 12/2003, OJ 11/2003, OJ 12/2003 

information 
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